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Background
Eosinophilic esophagitis (EoE) is an increasingly prevalent esophageal disease and
the leading cause of dysphagia and food impaction in children and young adults.
EoE results in a substantial reduction of quality of life and long-standing untreated
disease leads to esophageal remodeling and strictures. The chronic natural course
of EoE indicates that effective and safe treatments are mandatory, and there
remains a need for esophageal-specific medication. Topical-administrated drugs
have demonstrated superiority compared with systemically acting ones, but
methods to deposit active compound must be developed and tested.
Method
ESO-101, a novel, innovative drug delivery system, targets the esophageal
mucosa by significantly increasing topical contact time through a slow release of
the drug mometasone furoate. This innovative application technology consists of a
drug-loaded thin-film rolled up in a capsule that unravels and sticks to the
esophageal mucosa when swallowed (Figure 1). This ensures local drug delivery
and prolonged mucosal contact as the film slowly dissolves and delivers
mometasone.  The drug and delivery system are being tested in the ACESO study,
a multicenter, randomized, placebo-controlled, double-blind phase II trial.
Outcomes will include histological efficacy (focusing on the eosinophilic infiltration),
tolerability, and safety of ESO-101 in adult patients with active EoE. Patients will
be screened for active clinicopathological EoE at 2 visits (Visit 1 and Visit 2) during
which their eligibility will be assessed based on the clinical symptoms and histologic
assessment of esophageal biopsy samples.              Eligible patients will be
randomized 2:1 to once-daily treatment with ESO-101 or placebo and treated for
28 days. During the end of the treatment visit on Day 28, the primary efficacy
endpoint will be evaluated by assessing the absolute change in peak eosinophil
count from baseline. In addition, a safety follow-up call will be scheduled 2 weeks
after the end of treatment.
Results
No results available yet. 
EudraCT 2020-000082-16.
ClinicalTrials.gov Identifier: NCT04849390
Conclusion
We consider our study protocol to be suitable to demonstrate the benefit of a
novel drug delivery system, designed to increase mucosal contact time and
esophageal drug deposition in patients with symptomatic and active histologic EoE
in a clinical phase II trial. 

The EsoCap drug delivery system: The drug delivery platform comprises a slit
capsule, a rolled-up thin film, a sinker, and a connecting thread. The patient swallows the
capsule with a specially designed drinking device filled with water. 
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